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--13. (new) The method according to claim 1, wherein 
the delirium is caused by resuscitation. -- 



REMARKS 

This application has been amended in a manner that is 
believed to place it in condition for allowance at the time of 
the next Official Action. 

' Claims 1-6 have been deleted and new claims 7-13 have 
been added. Support for new claims 7-13 may be found in original 
claims 1-6 and generally throughout the specification. The 
Examiner's attention is also respectfully directed to the present 
specification at pg . 12, line 25 to pg . 13, line 10. 

In the outstanding Official Action, Claims 1-6 were 
rejected under 35 USC §112, second paragraph, as allegedly being 
indefinite for failing to particularly point out and distinctly 
claim the subject matter which Applicant regards as the 
invention. This rejection is respectfully traversed. 

New claims 7-13 are directed to a method for treating 
delirium. It is believed to be apparent that claims 7-13 have 
been drafted in a manner that obviates the contention that the 
claims recite a use without any active, positive steps delimiting 
how the use is actually practiced. 

In the outstanding Official Action, claim 2 was 
rejected under 35 USC §112, second paragraph, as allegedly being 
indefinite for reciting the phrase ''an internal disease". It is 
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respectfully submitted that while the term may be broad, the term 
is definite. Starting on page 13 of the present specification, 
it is noted that a delirium during an internal disease or a 
posttraumatic delirium may be treated in accordance with the 
present invention. Moreover, it is respectfully submitted that 
one of ordinary skill in the art would understand the scope and 
meaning of the term. 

The outstanding Official Action also rejected claim 5 
as allegedly being indefinite for failing to particularly point 
out and distinctly claim the subject matter which Applicant 
regards as the invention. The outstanding Official Action 
alleged that claim 5 contained a broad range or limitation 
together with a narrow range or limitation that falls within the 
broad range. This rejection is respectfully traversed. 

While claim 5 has been canceled, the subject matter of 
claim 5 is now recited in claims 11 and 12, Claim 11 recites 
that the delirium is caused by a hypoglycemic process. Claim 12 
recites that the hypoglycemic process is characterized by a 
hypoglycemic coma. Thus, it is believed that claims 11 and 12 
have been drafted in a manner so that the claims of the present 
invention do not recite a broad range or limitation together with 
a narrow range or limitation that falls within the broad range. 

In the outstanding Official Action, claims 1 and 3-4 
were rejected under 35 §102 (a) as allegedly being anticipated by 
ELI LILLY (EPO 0821957) . This rejection is respectfully 
traversed . 
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It is respectfully submitted that the EPO 821957 
publication fails to disclose or suggest the claimed invention. 
The EPO 0821957 publication teaches a method for treating 
substance abuse comprising administering a pharmaceutical 
preparation comprising a therapeutically effective amount of 
xanomeline. EPO 0821957 also discloses that the therapeutic 
activity of the xanomeline for substance abuse treatment is based 
on modulation of muscarinic cholinergic receptors in the brain. 
It is respectfully submitted that the EPO 0821957 publication 
fails to anticipate or render obvious the claimed invention. As 
noted above, the claimed invention recites a method for treating 
delirium, caused neither by anticholinergic intoxication nor by 
degeneration of the cholinergic system. The method of treatment 
comprises the administration of administering to said patient an 
effective amount of an acetylcholine esterase. As the claimed 
invention is directed to acetylcholine esterase inhibitors, it is 
respectfully submitted that the EP 0821957 publication fails to 
anticipate or render obvious the claimed invention. 

In the outstanding Official Action, claims 1-6 were 
rejected under 35 USC §103 (a) as allegedly being unpatentable 
over ENZ 5,602, 176 in view of OSHIRO et al . 5, 556, 857. This 
rejection is respectfully traversed. 

ENZ is directed to a choline sterase inhibitor phenyl 
carbamate. ENZ describes an action mechanism together with the 
pharmakinetics and dynamics of the compound. ENZ teaches that 
the phenyl carbamate compounds are useful for the treatment of 
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senile dementia, Alzheimer's disease, Huntington's' chorea, 
tardive dyskinesias, hyperkinesias, mania, acute confusion 
disorders, Down's syndrome and Friedrich ataxia. It is 

respectfully submitted that the ENZ patent is directed to 
indications of these anticholinergic related disorders (See 
column 10, item 6) . 

However, the present invention relates to 
anticholinergic substances. Moreover, the claimed acetylcholine 
esterase inhibitors are utilized in a method for treating deliria 
caused neither by anticholinergic intoxication nor by 
degeneration of the cholinergic system. Thus, it is respectfully 
submitted that ENZ fails to disclose or suggest the claimed 
invention. 

In the outstanding Official Action, it is noted that 
ENZ fails to disclose or suggest that an acute confusion disorder 
is caused by non-anticholinergic factors. In an effort to remedy 
the deficiencies of ENZ, the Official Action combines OSHIRO et 
al . 

It is respectfully submitted that one of ordinary skill 
in the art would lack the motivation to combine these 
publications. Moreover, even if one was to combine these 
references, it is respectfully submitted that the combination 
would fail to suggest the claimed invention. 

OSHIRO et al. relate to a disturbance-of -consciousness 
improving agent which is highly effective and a quick remedy. It 
is respectfully submitted that the concept of consciousness 
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discussed by OSHIRO et al . is taken out of context by the 
Official Action. 

It is respectfully submitted that this publication is 
directed to the treatment of disorientation. At column 1, line 
62 to col. 2, OSHIRO et al . note that ^^Conf usion'' and ^Melirium'' 
are described as late sequelae or problems of a chronic stage 
after coma. However, the present invention relates to acutely 
occurring confusion and not coma states or post-coma sequelae. 
Applicants respectfully submit that all current diagnosis systems 
call acutely occurring states with fluctuating consciousness 
delirium (See DSM-IV APA, 1994). 

OSHIRO et al. relate to patients with awareness 
disorders. Therefore, OSHIRO et al . do not relate to patients 
with fluctuating consciousness disorders nor to acute disorders. 
DSM-IV states that an acute disorder must occur within a few 
hours to a maximum of 2 4 hours after an event that damages brain 
function. This contradiction can also be illustrated on other 
details of the theoretical description set forth in OSHIRO et al. 

In column 2, lines 13-43, it is first described that 
acetylcholine improves ^'disturbances of consciousness'' - 
therefore awareness. Then it is described that dopaminergic 
stimulants such as me thamphet amine act likewise. However, these 
substances may not be given in conjunction with the claimed 
invention because they may demonstrably intensify the symptoms of 
"acute confusion'' or delirium. For example, these compounds are 
known to promote hallucinations and delusions. Thus, it is 
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respectfully submitted that the proposed combination not only 
fails to disclose or suggest the claimed invention, but that it 
would actually lead one of ordinary skill in the art away from 
the claimed invention. 

Moreover, OSHIRO et al . describe that dopamine 
receptor-blocking substances such as haloperidol prolong the 
disorders of consciousness intended here. It is respectfully 
submitted that this demonstrates that the OSHIRO et al. 
publication relates to treatment of chronic disorientation (coma, 
precoma, stupor, somnolence) . It cannot be taken from OSHIRO et 
al . that different neurotransmitters, including acetylcholine, 
are important for the ''level of consciousness'', and that other 
disorders of consciousness, respond likewise to cholinergic 
substances, especially when they are not the result of 
anticholinergic substance intoxication . 

In view of the present amendment and the foregoing 
remarks, therefore, it is believed that this application is in 
condition for allowance. 

Respectfully submitted, 
YOUNG & THOMPSON 

By y^X, 

Philip K. DuBois 
Agent for Applicants 
Registration No. 50,696 
745 South 23rd Street 
Arlington, VA 22202 
Telephone: 7 03/521-2 2 97 

October 22, 2002 
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